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§121.10

program which meets the requirements
of §121.9(a) (1) or (2).

(b) To apply to be a designated trans-
plant program, transplant programs
shall provide to the OPTN such docu-
ments as the OPTN may require which
show that they meet the requirements
of §121.9(a) (1), (2), or (3).

(c) The OPTN shall, within 90 days,
accept or reject applications to be a
designated transplant program.

(d) Applicants rejected for designa-
tion may appeal to the Secretary. Ap-
peals shall be submitted in writing
within 30 days of rejection of the appli-
cation. The Secretary may:

(1) Deny the appeal; or

(2) Direct the OPTN to take action
consistent with the Secretary’s re-
sponse to the appeal.

8§121.10 Reviews, evaluation, and en-
forcement.

(a) Review and evaluation by the Sec-
retary. The Secretary or her/his des-
ignee may perform any reviews and
evaluations of member OPOs and trans-
plant programs which the Secretary
deems necessary to carry out her/his
responsibilities under the Public
Health Service Act and the Social Se-
curity Act.

(b) Review and evaluation by the
OPTN. (1) The OPTN shall design ap-
propriate plans and procedures, includ-
ing survey instruments, a peer review
process, and data systems, for purposes
of:

(i) Reviewing applications submitted
under §121.3(c) for membership in the
OPTN,;

(i) Reviewing applications submitted
under §121.9(b) to be a designated
transplant program; and

(iii) Conducting ongoing and periodic
reviews and evaluations of each mem-
ber OPO and transplant hospital for
compliance with these rules and OPTN
policies.

(2) Upon the approval of the Sec-
retary, the OPTN shall furnish review
plans and procedures, including survey
instruments and a description of data
systems, to each member OPO and
transplant hospital. The OPTN shall
furnish any revisions of these docu-
ments to member OPOs and hospitals,
after approval by the Secretary, prior
to their implementation.
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(3) At the request of the Secretary,
the OPTN shall conduct special reviews
of OPOs and transplant programs,
where the Secretary has reason to be-
lieve that such entities may not be in
compliance with these rules or OPTN
policies or may be acting in a manner
which poses a risk to the health of pa-
tients or to public safety. The OPTN
shall conduct these reviews in accord-
ance with such schedules as the Sec-
retary specifies and shall make peri-
odic reports to the Secretary of
progress on such reviews and on other
reviews conducted under the require-
ments of this paragraph.

(4) The OPTN shall notify the Sec-
retary in a manner prescribed by the
Secretary within 3 days of all commit-
tee and Board of Directors meetings in
which transplant hospital and OPO
compliance with these regulations or
OPTN policies is considered.

(¢) Enforcement of OPTN rules—(1)
OPTN recommendations. The Board of
Directors shall advise the Secretary of
the results of any reviews and evalua-
tions conducted under paragraph
(b)(1)(iii) or paragraph (b)(3) of this sec-
tion which, in the opinion of the Board,
indicate noncompliance with these
rules or OPTN policies, or indicate a
risk to the health of patients or to the
public safety, and shall provide any
recommendations for appropriate ac-
tion by the Secretary. Appropriate ac-
tion may include removal of designa-
tion as a transplant program under
§121.9, termination of a transplant hos-
pital’s participation in Medicare or
Medicaid, termination of a transplant
hospital’s reimbursement under Medi-
care and Medicaid, or termination of
an OPO’s reimbursement under Medi-
care and Medicaid, if the noncompli-
ance is with a policy designated by the
Secretary as covered by section 1138 of
the Social Security Act.

(2) Secretary’s action on recommenda-
tions. Upon the Secretary’s review of
the Board of Directors’ recommenda-
tions, the Secretary may:

(i) Request further information from
the Board of Directors or the alleged
violator, or both;

(ii) Decline to accept the rec-
ommendation;
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(iii) Accept the recommendation, and
notify the alleged violator of the Sec-
retary’s decision; or

(iv) Take such other action as the
Secretary deems necessary.

§121.11 Record maintenance and re-
porting requirements.

(a) Record maintenance. Records shall
be maintained and made available sub-
ject to OPTN policies and applicable
limitations based on personal privacy
as follows:

(1) The OPTN and the Scientific Reg-
istry, as appropriate, shall:

(i) Maintain and operate an auto-
mated system for managing informa-
tion about transplant candidates,
transplant recipients, and organ do-
nors, including a computerized na-
tional list of individuals waiting for
transplants;

(ii) Maintain records of all transplant
candidates, all organ donors and all
transplant recipients;

(iii) Operate, maintain, receive, pub-
lish, and transmit such records and in-
formation electronically, to the extent
feasible, except when hard copy is re-
quested; and

(iv) In making information available,
provide manuals, forms, flow charts,
operating instructions, or other ex-
planatory materials as necessary to
understand, interpret, and use the in-
formation accurately and efficiently.

(2) Organ procurement organizations
and transplant programs—(i) Mainte-
nance of records. All OPOs and trans-
plant programs shall maintain such
records pertaining to each potential
donor identified, each organ retrieved,
each recipient transplanted and such
other transplantation-related matters
as the Secretary deems necessary to
carry out her/his responsibilities under
the Act. The OPO or transplant pro-
gram shall maintain these records for
seven years.

(ii) Access to facilities and records.
OPOs and transplant hospitals shall
permit the Secretary and the Comp-
troller General, or their designees, to
inspect facilities and records pertain-
ing to any aspect of services performed
related to organ donation and trans-
plantation.

§121.11

(b) Reporting requirements. (1) The
OPTN and the Scientific Registry, as
appropriate, shall:

(i) In addition to special reports
which the Secretary may require, sub-
mit to the Secretary a report not less
than once every fiscal year on a sched-
ule prescribed by the Secretary. The
report shall include the following in-
formation in a form prescribed by the
Secretary:

(A) Information that the Secretary
prescribes as necessary to assess the ef-
fectiveness of the Nation’s organ dona-
tion, procurement and transplantation
system;

(B) Information that the Secretary
deems necessary for the report to Con-
gress required by Section 376 of the
Act; and,

(C) Any other information that the
Secretary prescribes.

(ii) Provide to the Scientific Registry
data on transplant candidates and re-
cipients, and other information that
the Secretary deems appropriate. The
information shall be provided in the
form and on the schedule prescribed by
the Secretary;

(iii) Provide to the Secretary any
data that the Secretary requests;

(iv) Make available to the public
timely and accurate program-specific
information on the performance of
transplant programs. This shall include
free dissemination over the Internet,
and shall be presented, explained, and
organized as necessary to understand,
interpret, and use the information ac-
curately and efficiently. These data
shall be updated no less frequently
than every six months and shall in-
clude three month, one year, three
year and five year graft and patient
survival rates, both actual and statis-
tically expected, and shall be presented
no more than six months later than the
period to which they apply. Data pre-
sented shall include confidence inter-
vals or other measures that provide in-
formation on the extent to which
chance may influence transplant pro-
gram-specific results. Such data shall
also include such other cost or per-
formance information as the Secretary
may specify, including but not limited
to transplant program-specific infor-
mation on waiting time within medical
status, organ wastage, and refusal of

643



		Superintendent of Documents
	2015-01-22T10:31:33-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




